JTEPKABHA CJIYKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIMPONIETPOBCBHKIA OBJACTI

Huinpo, m1.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy JlikapchKOro 3aco0y

11.08.2023 Ne 40568/23/04

CMODJIIILI 20 %

(HaitMeHyBaHHS NiKapCHKOro 3acofy 3rifiHO 3 peecTpalifHuM MOCBIYCHHAM)
eMyJibcis Ags indys3iii , mo 100 ma y paaxoni

(dopma BUMYyCKY, HO3yBaHHA, BUA NaKyBaHHA Jlikapchkoro 3acoby)

Howmep peectpauitisoro nocsimuenns UA/13846/01/01 crpox aii peecrpauiitnoro noceizuenns 05.07.2024

Cepis nikapcpkoro 3aco6y Ne 16SD7324 KinekicTs BBe3eHOIO Nikapcskoro 3aco6y 1780
Bupo6uuk ®peseniyc Kabi Asctpis 'M6X, ABcTpis
(HaliMeHyBaHHA BUPOGHHKA J1iKapChKoro 3aco0y, KpaiHa OXOMKEHHA)
BeeseHo B Ykpainy Tosapucrso 3 o6Mexenolo BixnosigaabHicTio "BaJIM", inenr. koa:
31816235

(naitMenyBaHHs Ta koA 3a €IPTIOY ropuautHoi ocobu abo npissuiie, iM's, no 6aTbKoBi (izHaHOT
0co0u - mianpueMi, il Micue MpoXUBaHHA Ta peecTpauiliHuit HoMep 06/1iKoBOI KapTKH IUIaTHUKA
nonatkis abo cepis Ta HOMeEp NacrnopTa)

Tporokoa BisyansHoro kourpomo sin 10.08.2023 N 07-01/2297/1.

3a pesynpTaTaMM J[EPXaBHOIO KOHTPONIO BCTaHOBJIEHO, IWIO Jikapchkuli 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BUMOr 3aKOHOAABCTBA MIOAO 3a0e3MeUeHHs AKOCT JIIKapChKHX 3ac06iB.

Havansauk epxaBHoi ciryxOu 3
JKapCHKMX 3ac00iB Ta KOHTPOJIIO 32

i sy Onigs OBYA
HapKOTHKaMH y JIHIIIpONeTpoBChKiit niss OBYAPEHKO
obnacri
(mocanosa 0coba opratty EpXKaBHOr0 KOHTPOIIIO) (Hﬂlm‘\cy (iniLianyu Ta npizBume)
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JEPKABHA CJYXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIIMPOITIETPOBCBKIU OBJIACTI

Huinpo, w1.CobopHa,4, k. 601-605, 49005, Tein. (066)3454171
E-mail: dIs.dp@dls.gov.ua, Kox €/IPIIOY 37070665

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody
11.08.2023 Ne 40582/23/0411
CMO®DJIIILA 20 %

(HaliMeHyBaHHSA JiKapCHKOTo 3aco0y 3rifiHO 3 peecTpauifiHUM ITOCBiITYCHHAM)
eMyJibcist A indys3iii , mo 100 ma y daakomni

(dopma Bumycky, X03yBaHHS, BUA NAKyBaHHA Jlikapcekoro 3acoby)

Homep peectpauiitnoro nocsizuenns UA/13846/01/01 crpok aii peecrpauitinoro nocsimuenns 05.07.2024

Cepis nikapcskoro 3aco6y Ne 16SD7324 Kinskicts BBe3€HOrO Jikapcekoro 3acoby 390
BupoGruK ®peseniyc Kabi Apctpis 'M6X, ABcTpis
(naliMeHyBaHHS BUPOOHHMKA J1ikapchKoro 3aco0y, KpaiHa IIOXOMKEHHS)
Bee3eHo B Ykpainy Tosapucrso 3 o6Mexenoro Bixnopizaasuicrio "BaJlM", izenr. kon:
31816235

(natiMeHyBaHHA Ta koA 3a €[IPTIOY opuauuHoi ocobu aGo npissuiue, iM's, Mo 6aTbkoBi dizuuHOT
oco6u - nizxnpuem, ii Micue npoxnBaHHA Ta peecTpaLiliHuii HoMep 061ikoBOT KApTKH INATHAKA
nozatkis aGo cepis Ta HoMep nacnopra)

Mpotokon Bisyansnoro koutpouo sin 10.08.2023 Ne 07-01/2298/7.

3a pesyibTaTaMH JepKaBHOIO KOHTPOMIO BCTAHOBJEHO, IHO JIiKapchkuMf 3aci6 BBe3eHO B VYkpaiHy 3
AOTPHMAHHSAM BMMOT 3aKOHOABCTBA MO0 3a6€3MEHCHHA AKOCTI JiKapChKHX 3aco6iB.

Havanpauk JlepxaBHoi ciryx0u 3
JIKapCHKMX 3ac00iB Ta KOHTPOJIIO 3a
HapKOTHKaMH y JIHINpONeTpOBCHKii
obnacri

IOnis OBYAPEHKO

(nocanoBa ocoba opraHy Aep>KaBHOTO KOHTPOIIIO) (nian (iniuiany Ta npizeuLe)

ana
Bumnsxosa Kapi :I % ( %{%ﬂi‘? ; :

\
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATIZY \\H EEBSIENIUS

Certcos Fresenius Kabi Ausfria GmbH

Homep capmudgbivamy G0B6G14¢ p fyc Kali Aacmpin Fex
Hafnerstragse 36
XathHepuwimpacca 36

B06S6 Graz, Austria

8055 pay. Ascnpir
Tel./Ten.+43/316/248-0
License /livenain Ne 480186

SMOFlipid 20%/ CMO®NIMHA 20%

Article/ Apmuxyn. 2473031

Dasage form. strength/ fikapcsxa hopus, dodymanns. emulsion for infuslon! emynLein ann irdry3li

Package size and type/ Posaip ma mur naxyearss. 100 ml in hottlel ne 100 ma y naroHi

Reqlstration numbarf Homep peccmpauitinoss noceidvenus: UAM 1846/01/01

Batch number/ Homep cepl. 168DT324

Manufacturer, country! Bupotinuy, kpaia: Fresenius Kabi Austiia GmbH, Austrial ®pesenlyc Kabl Aactpin 'mGX, AscTpin
Supplier/ MNocmavanekux Frasenius Kabl/ ®peseniye Kab

Manufacturing date/ Fama supofruuymas;: 01.04.2023

Expiry datel Mpudamaud do: 01.04.2025

Amount released! Poswip cepi 2800

Activity/ Cuna OF, axmusnicms:
1000 ml solution containg ! 1000 MA poIvUHY MiGIRUMS:
aclive Ingredients! dioyi pevosuny;

Soya-bean ¢il refined / Onin coema pagidopana 80g [
Trighycerides medium-chain/ Tpurniyepuan cepenHLore NaHyira 80gin
Olive oll refined ! Onin anvekosa patinoeaqa 80 ¢ {r
Fish oil purified / Pu&'auii s oumwermi 090

excipients/ donauhen! peviosusy. egg yolk phospholipids / chondoninia seusora soemka, giyearo! / rriuepul, DL-o-tocopherol / DL-a-rokothepan, sodlum oleate /
HaTpito onaar, sodium hydroxide / Havpio rinpokcug, water for injection / Boaa anw iH'emyid.

Test! Specification/ Result/

Toxasruw Creuwgpiayis Pazymemam

Appearance / Onic white, homogeneous emulsiarn Genform / Blgnosigae
rOMOreHHa eMynbei, Gincro kennopy

Identification: The retention time of the main peaks of fatty acids in the  Conform/Bianoeinase

Fat aclde: Gaprylic acld, Capric acid, Olsic acld, chromatogram of the tast solufion shouald correspond to the retention

Linaleic: acid, Eicosapeantaencic acid, Ovasahexaanole fime of the main peaks of fatly acids in the chromatogram of the

acid f standard solution obtained in the secfion "Assay" f

|lzaHTUd Kayln: Has yTpHMYBAHH CCHOBHMX NIKIB ¥ PHKX KHENOT HA XPOMBTGIRAMMI

MpHI  KMCSIOTH.  KAGPMNOB3  KACNOTA, KanpuHoea BUNPOGOBYRIHOrD POMHY MAE BIAROBIAATH HaCY YTEMMYBSHHA
MConoTa,  ofaledpa  KICNOTA, niHONeEa  KACNOta, CCHOBHUY NIKIE MOAPHAX KACKOT HA XROMATODAMMI CTRHEAPTHOM
GFXCIANBHTEEHDRA  KUCNOTA,  OXOJAMCKCACHOBA  POBMMRY, OTPHMAENHOMD B poaninl «KiNbKCHE BUsHENEHHA?

KMCOTA
gH 75-9,0 82
Glycarol, mgim| 225-275 25,3
FRiLepwH, Mrimn

Sodium, mmobmil <50 34
HaTpili, Mmansimn

Phosphorus, mg/l 7 421 - 515 447
Pocop, mifn

DL-g-Tocopharod, mg/mi ¢ 160 - 230 200
DL~a-Toxodhepon, Mriun

Fras fatly acids, meqg/ / %30 2.1
Binbi ¥MpHI KACNOTH, Meks/n

Assay / 26 - 48 33

KINbKICHE BHSHAUSHHR WADHKX KUCROT:
Caprylic acid, mg/ml /
XANPHICEA KWENGTE, NI/MN

Capric acid, mg/rl / 10-30 5
KANPWHOBH MACNIOTA, MI/MA

Oleie acid, mg/ml / 46 - 70 53
oneiHoBa KACNOTA, MITMA

Linoleic acid, mg/mi / 28 - 50 36
niHoNBBa KMUCROTA, Mrian

Eicosapentasnoic acid, mg/mi / 2-7 [
GRKOIANSHTASHOBS KWCNOTE, MI7MIl

Ocosahexaenoic acid, mg/mil / 2-7 4
OXCIATERCACHOBE KHCNOTA, MMM

Total fat, mg/ml / 201 - 223 213

BaranbLHUH KiMeKCHWA BMIET, MI/IN

Printooy e Tuap 24.07.208%

Page/Xmopieas 1



CERTIFICATE OF ANALYSIS
CEPTUOIKAT AHAINZY H\‘] I|;|:EB!~';ENIUS

Certeo./ Frassnius Kabi Ausinia Smbk

Howep cepmudixamy 00868144 BpeasHiyc Kabi Ascmpin FMeX
Hafnerstrasse 36
Xagropwmpacre 36

8055 Graz, Austria

8055 Mpay. Ascmpin
Tel./Ten.+43/316/248-0
License /Miuexaln Ne 480166

SMOFlipid 20%/ CMO®NINIA 20%

Article/ Apimuxyir, 2473031

Dosage form, strength’ fixapcexa dopwma, dozysannss. emulsion for infusions amynecla ans indvysin

Package size and type/ Poamip ma mun naxysanns: 100 mi in botilef no 100 mn y dnaxonl

Registration number/ Howep peccmpauiiinoss nocedyentn: UAM I846101/01

Batch number/ Howep cepli. 165D7324

Manufactursr, country/ Bupofsux, spaiua: Fresenius Kabl Austria SmbH, Austriaf ®peseriyc Kabl ABCTpia Fw6GX, AscTpla
Supplier/ MocmavaneHux: Fresanius Kablf ®peaewiye Kab)

Manufacturing date/ fama supobruumesa: 01.04.202)

Explry date/ Npudampud do: 01.04,.2026

Amoun released! Poamig copi 2000

Tast! Specification/ Resultf

Moraarnux Creyuphagin Paaynumam
Distribution of fat emulsion particle size / 100 % 100 %

Posnoain UPOBEKX YECTOK eMyNsal poImipom

$ 5 um (MK}

Mean globule slze, pm / 505 t4

CapsaHii poamip YacToX, MkM

Bacterial endotoxing, EUsml / =05 <05

Baxrepianchi eHaoToKCUHN, DEMn

Sterility/ Stetlie / Conform / Bigrioaigae
CrepunbHicTE Mpanapar Mae GyTH CTEPUNEHUM

Shelt fite / Tepmin apudamnocmi 2 yoars f pokv Confarm / Bignoelaae
Expiry date - imprint / 01.04.2025 Conform / Bianosinae

Mpudamuui do — vadpyxosano

Oate of manufacture — imprint 1.04.2023 Conform / Bighoeigae
i M FRESENIUS
Quallfled Person/ 19.06.2023 KAB'

Ynognooawena ocoba:  Dr. Thomas Wultach {fip. Tomac
“Signaurel npmve Fresenius Kab} Austria GmibH

Statement

| hergioy cartify that the above Information is authentic and accurate.This batch of product ham been manufactured, including ﬁa‘&%ﬁgﬁéﬁ&nﬁ“é#&%&ﬁﬁ?iﬁ&%
the above mentioned alte in full compliance with the applicable GMP-requirement and with the specification in the Marketing Authorization of the importing country.
The baich processing, packaging and analysis records were reviewed and found fo be in compllance with GMP./

Sagea npo cepmudiikauio.

Hanum midmespdmyio, o HaasdeH8 suLle HEOPMaLT € COTMOSIPHN | MOYHON, LR CEpIR NPOSYKMY SyNa aua0mosnona, BRMIOYIONU Nayaanss / NADKYSaHHR ma
AUHIRPONG AKDCMI OYRQ APOGSOBH0 HE SULEsazKaveniT JinpHuLy & noerill el0mosidMocmi 3 auMoaaMy GMP ma cnevudivadiexy Peecrmpauiiinoas docse kpainu
innopmepa. 3anucy FEC BUPOSHULINSO, MAKyeanKa Ma eHania copll Bymu nepeaipen] g eusHan aidnoeionumy GMP.

Printed Christing f Tasuwap 2407 2023
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